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 SUBJECT  \* MERGEFORMAT FORM168 


	MSC pRODUCT SUMMARY

	TGA Licence Number 
Contact: 

For tracking purposes, please quote the
Product Number in any communication.
	Product Number
	     

	
	RECEIVING CENTRE DETAILS
	RECIPIENT DETAILS
 (if applicable) 

	
	Hospital:      
	Hospital no:
	     

	
	Address:      
	Family Name:
	     

	
	Requested by:      
	Given Name:
	     

	
	
	Date of Birth:
	     

	
	CLINICAL TRIAL DETAILS
	Hospital:
	     

	
	Trial Name:      
	Sex:
	     

	
	Trial Number:      
	Weight (kg):
	     

	
	Hospital:      
	CMV Status:
	     

	
	Comments:      
	Requesting Consultant:
	     

	
	
	Treatment Centre:
	     

	
	
	Ward:
	     


Donor mandatory infectious disease testing as required by TGO88 has been performed on the donor using TGA licensed platforms.
	PRODUCT DETAILS

	Product Description
	     

	Manufacture Date
	     

	Expiry Date
	     

	Mandatory Infectious Disease Testing
	Negative   FORMCHECKBOX 
             Positive   FORMCHECKBOX 
      Comment:     

	CMV Status
	Negative   FORMCHECKBOX 
             Positive   FORMCHECKBOX 
      

	Microbial Contamination
	No growth   FORMCHECKBOX 


	Suspending Solution/Additives
	10% DMSO   FORMCHECKBOX 
       5% DMSO    FORMCHECKBOX 
   Plasmalyte Albumex   FORMCHECKBOX 


	Post Cryopreservation Viability
	     

	Status
	Cryopreserved  FORMCHECKBOX 
      Thawed   FORMCHECKBOX 
           Fresh   FORMCHECKBOX 


	Recommended Storage Temperature
	< - 1500C    FORMCHECKBOX 
                2-80C    FORMCHECKBOX 
          Ambient Temperature (14-250C)    FORMCHECKBOX 


	MSC Endotoxin Testing
	Negative     FORMCHECKBOX 


	MSC Karyotype
	Normal       FORMCHECKBOX 


	MSC Differentiation Capacity
	Osteogenic    FORMCHECKBOX 
          Adipogenic    FORMCHECKBOX 
         Chondrogenic    FORMCHECKBOX 


	
	Bag #:      

	Bag #:      
	Bag #:      

	Volume
	     
	     
	     

	Number of MSC/Product (x106)
	     
	     
	     

	Number of products
	     
	     
	     

	Codes: MSC = Mesenchymal Stromal Cells

	Comments:
	Report any serious adverse events during or after product administration to (Insert manufacturer’s name)
     

	Date Products Released:
	     

	Donor Eligibility Determination:
	Eligible  FORMCHECKBOX 
    Ineligible   FORMCHECKBOX 


	Exceptional Release Required:
	Yes   FORMCHECKBOX 
 No  FORMCHECKBOX 


	Report Completed By:
	Name:      
	Date:      


	AUTHORISATION FOR DISTRIBUTION

	Facility Director:
	Name:      
	Signature: 
	Date: 


Author: (Insert author’s name)
Revision: (Insert revision number) 

Owner: (Insert document owner’ name)
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Active Date: (Insert date of activation)

